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outside the agency concerning the mat-
ter in the hearing. All communications
are to be public communications, as
witness or counsel, under the applica-
ble provisions of this part.

(2) A participant in the hearing may
submit a written communication to
the office of the Commissioner with re-
spect to a proposal for settlement.
These communications are to be in the
form of pleadings, served on all other
participants, and filed with the Dock-
ets Management Branch like any other
pleading.

(3) A written communication con-
trary to this section must be imme-
diately served on all other participants
and filed with the Dockets Manage-
ment Branch by the presiding officer at
the hearing, or by the Commissioner,
depending on who received the commu-
nication. An oral communication con-
trary to this section must be imme-
diately recorded in a written memo-
randum and similarly served on all
other participants and filed with the
Dockets Management Branch. A per-
son, including a representative of a
participant in the hearing, who is in-
volved in an oral communication con-
trary to this section, must, if possible,
be made available for cross-examina-
tion during the hearing with respect to
the substance of that conversation. Re-
buttal testimony pertinent to a writ-
ten or oral communication contrary to
this section will be permitted. Cross-
examination and rebuttal testimony
will be transcribed and filed with the
Dockets Management Branch.

(e) The prohibitions specified in para-
graph (d) of this section apply to a per-
son who knows of a notice of hearing in
advance of its publication from the
time the knowledge is acquired.

(f) The making of a communication
contrary to this section may, con-
sistent with the interests of justice and
the policy of the underlying statute,
result in a decision adverse to the per-
son knowingly making or causing the
making of such a communication.

[44 FR 22323, Apr. 13, 1979, as amended at 50
FR 8994, Mar. 6, 1985; 54 FR 9035, Mar. 3, 1989;
64 FR 398, Jan. 5, 1999]

§ 10.60 Referral by court.
(a) This section applies when a Fed-

eral, State, or local court holds in

abeyance, or refers to the Commis-
sioner, any matter for an initial ad-
ministrative determination under
§ 10.25(c) or § 10.45(b).

(b) The Commissioner shall promptly
agree or decline to accept a court refer-
ral. Whenever feasible in light of agen-
cy priorities and resources, the Com-
missioner shall agree to accept a refer-
ral and shall proceed to determine the
matter referred.

(c) In reviewing the matter, the Com-
missioner may use the following proce-
dures:

(1) Conferences, meetings, discus-
sions, and correspondence under § 10.65.

(2) A hearing under parts 12, 13, 14, 15,
or 16.

(3) A notice published in the FEDERAL
REGISTER requesting information and
views.

(4) Any other public procedure estab-
lished in other sections of this chapter
and expressly applicable to the matter
under those provisions.

(d) If the Commissioner’s review of
the matter results in a proposed rule,
the provisions of § 10.40 or § 10.50 also
apply.

§ 10.65 Meetings and correspondence.
(a) In addition to public hearings and

proceedings established under this part
and other sections of this chapter,
meetings may be held and correspond-
ence may be exchanged between rep-
resentatives of FDA and an interested
person outside FDA on a matter within
the jurisdiction of the laws adminis-
tered by the Commissioner. Action on
meetings and correspondence does not
constitute final administrative action
subject to judicial review under § 10.45.

(b) The Commissioner may conclude
that it would be in the public interest
to hold an open public meeting to dis-
cuss a matter (or class of matters)
pending before FDA, at which any in-
terested person may participate.

(1) The Commissioner shall give pub-
lic notice through the public calendar
described in § 10.100(a) of the time and
place of the meeting and of the matters
to be discussed, and may also publish
notice of the meeting.

(2) The meeting will be informal, i.e.,
any interested person may attend and
participate in the discussion without
prior notice to the agency unless the
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